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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of temperature sensitive polymer, physiological 
acceptable oil phase carrier, and bioactive substance in the reply filed on 10/19/2007 is 
acknowledged. The traversal is on the ground(s) that no reasons are set forth in the species 
election requirement as to why the species are patentably distinct. This is found persuasive 
because there is no undue search burden on the Office for the claimed species, and as such, the 
species election requirement is withdrawn. Claims 1-10 are pending in the apphcation, and are 
under examination in this Action. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over US Patent 
No. 5543158 to Gref et al. and in view of US Patent No. 6592899 to Powers et al. 

Gref et al. teaches block polymer of polyesters of PLGA and PEG (triblock) in an injectable 
form to be delivered along with an imaging substance, such as Dextran (see column 4 lines 45- 
50 and column 5 lines 14-15). It has been reported that the block copolymer of polylactic acid 
and poly (ethylene glycol) can be used for the injectable controlled administration of 
biologically active materials. However, it has now been discovered that the copolymer of lactic 
acid and glycohc acid, as well as other polymers such as polyanhydrides, polyhydroxybutyric 
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acid, polyorthoesters other than the homopolymer of lactic acid, polysiloxanes, 
polycaprolactone, or copolymers prepared from the monomers of these polymers can also be 
used to prepare injectable nanoparticles for the delivery of biologically active materials. The 
variety of materials that can be used to prepare the injectable particles significantly increases 
the diversity of release rate and profile of release that can be accomplished in vivo (see column 
7, lines 13-27). Biodegradable polyanhydrides are also taught by Gref et al, as bioactive 
materials in the injectable delivery system of the present invention. (see lines 28-30). Gref, et al. 
further teaches a biologically active molecule, such as an antibody or antibody fragment can be 
covalently bound to the triblock polymer (see column 11, lines 37-40). Furthermore, Gref, et al. 
teaches an emulsion, formed by adding distilled water to the solution of the block polymer, 
creating an oil and water emulsion, as in Example 4 of the present invention (see column 13, 
lines 35-37 and column 14, lines 33-36). 

4. Gref, et al. does not teach; however, the provision of solubilization of hydrophobic drugs 
and the use of a fatty acid ester as the oil phase carrier of the formulation. The teaching of 
Powers, et al, does teach a biodegradable polymeric composition capable of solubilizing a drug, 
particularly a hydrophobic drug, into a hydrophilic environment and may be used in the 
preparation of pharmaceutically effective formulation of such drugs (see column 3, lines 27-30). 
The block polymers have 50. 1% to 65% by weight content in the polymer block (see column 3, 
lines 45-5 1). Powers, et al. goes on to teach that biodegradable polyesters, for example, the fatty 
acid ester of butjnic acid can be used as an oil phase carrier in the formulation (see column 4 
lines 64-66, and column 6, line 2). Powers, et al. also teaches a triblock polymer embodiment, as 
shown in Example 1 of the present invention (see column 11, lines 23-42). 
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Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHAHRZAD FARZANEH whose telephone number is 
(571)270-1557. The examiner can normally be reached on Weekly 7:30-5:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

SF 

/Ardin H Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



